United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



I ATTORNEY DOCKET NO. | CONFIRMATION NO~ 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



10/686,622 



10/17/2003 



20374 7590 06/19/2006 

KUBOVCIK & KUBOVCIK 
SUITE 710 

900 17TH STREET NW 
WASHINGTON, DC 20006 



Takeshi Nizuka 



NPR-1 29-065 



8902 



EXAMINER 



KOHARSKI, CHRISTOPHER 



ART UNIT 



PAPER NUMBER 



3763 

DATE MAILED: 06/19/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summarv 


Application No. 

10/686,622 


Applicant(s) 
NIZUKA ET AL. 


Examiner 

Christopher D. Koharski 


Art Unit 

3763 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)IEl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11 , 453 O.G. 213. 
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4) |El Claim(s) 1-12 is/are pending in the application. 
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6) S Claim(s) 1-12 is/are rejected. 

7) [X] Claim(s) 1 and 7 is/are objected to. 
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Application Papers 
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10) IEI The drawing(s) filed on 17 October 2003 is/are: a)D accepted or b)[X] objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .1 21 (d). 
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DETAILED ACTION 
Information Disclosure Statement 

The information disclosure statement (IDS) that was submitted on 10/17/2003 is 
in compliance with the provisions of 37 CFR 1.97. Accordingly, the examiner is 
considering the information disclosure statement. 

Specification 

If applicant desires to claim the benefit of a prior-filed application under 35 U.S.C. 
119/120, a specific reference to the prior-filed application (Japan 11-349790, filed 
12/09/1999) in compliance with 37 CFR 1.78(a) must be included in the first sentence(s) 
of the specification following the title or in an application data sheet. For benefit claims 
under 35 U.S.C. 120, 121 or 365(c), the reference must include the relationship (i.e., 
continuation, divisional, or continuation-in-part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 
1 1 1(a) on or after November 29, 2000, the specific reference must be submitted during 
the pendency of the application and within the later of four months from the actual filing 
date of the application or sixteen months from the filing date of the prior application. If 
the application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. 371(b) or (f) or sixteen months from the filing date of the 
prior application. See 37 CFR 1.78(a)(2)(H) and (a)(5)(H). This time period is not 
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extendable and a failure to submit the reference required by 35 U.S.C. 119(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of 
such prior application(s) under 35 U.S.C. 119(e), 120, 121 and 365(c). A benefit claim 
filed after the required time period may be accepted if it is accompanied by a grantable 
petition to accept an unintentionally delayed benefit claim under 35 U.S.C. 119(e), 120, 
121 and 365(c). The petition must be accompanied by (1) the reference required by 35 
U.S.C. 120 or 119(e) and 37 CFR 1.78(a)(2) or (a)(5) to the prior application (unless 
previously submitted), (2) a surcharge under 37 CFR 1.17(f), and (3) a statement that 
the entire delay between the date the claim was due under 37 CFR 1.78(a)(2) or (a)(5) 
and the date the claim was filed was unintentional. The Director may require additional 
information where there is a question whether the delay was unintentional. The petition 
should be addressed to: Mail Stop Petition, Commissioner for Patents, P.O. Box 1450, 
Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time 
period set forth in 37 CFR 1.78(a), but not in the first sentence(s) of the specification or 
an application data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference 
was submitted in an oath or declaration or the application transmittal letter), and the 
information concerning the benefit claim was recognized by the Office as shown by its 
inclusion on the first filing receipt, the petition under 37 CFR 1.78(a) and the surcharge 
under 37 CFR 1.17(f) are not required. Applicant is still required to submit the reference 
in compliance with 37 CFR 1 .78(a) by filing an amendment to the first sentence(s) of the 
specification or an ADS. See MPEP § 201 . 1 1 . 
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Claim Objections 

Claims 1 and 7 are objected to because of the following informalities: Both 
claims reference an in fusion pump that is not present in the drawings (see below). 
Appropriate correction is required. 

Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the infusion pump 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-4, 6-10 and 12 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Theeuwes et al. (5,250,028) in view of Wagenknecht et al. 
(4,950,981). Theeuwes meets the claim limitations of a system used for nitroglycerine 
(col 1 1 , In 60-65) using a vial spike (22), different material tubing materials (23), clamp 
(24), reagent bag (10), and a means for injecting into the patient (28) (Figure 1) but 
does not include tubing specifically claimed by Applicant. 

However, Wagenknecht et al. teaches an arenteral infusion system for 
nitroglycerin solutions. Regarding claims 1-4, 6-10 and 12, Wagenknecht teaches a 
system that is designed to include minimal loss of the solution being passed through it 
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(see abstract) with tubing made of polyethylene and other copolymers (col 2). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the system of Theeuwes et al. to include the specific tubing material 
properties, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233 (CCPA 1955). 

Both references are analogous in the art and with the instant invention; therefore, 
a combination is proper. Therefore, one skilled in the art would have combined the 
teachings in the references in light of the disclosure of Wagenknecht et al. 

Claim Rejections - 35 USC § 103 

Claims 5 and 11 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Theeuwes et al. in view of Wagenknecht et al. in further view of Woo et al. (6,187,400). 
The modified Theeuwes meets the claim limitations as described above but does not 
include gamma or x-ray sterilization. 

However, Woo et al. teaches medical grade tubing enhanced by sterilziation. 
Regarding claims 5 and 1 1 , Woo et al. teaches the use of sterilizing tubing for the 
purpose of sterility and increasing material properties (col 4, In 20-30). 

At the time of the invention, it would have been obvious to use the sterilization of 
Woo et al. with the system of Theeuwes because the addition of sterilization increases 
sterility and provides beneficial material properties. Both references are analogous in 
the art and with the instant invention; therefore, a combination is proper. Therefore, one 
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skilled in the art would have combined the teachings in the references in light of the 
disclosure of Woo et al. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on Monday through Friday 
7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 




Christopher Koharski 

Examiner 

Art Unit 3763 
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